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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )|EI Responsive to communication(s) filed on 19 October 2004 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11,453 O.G.213. 

Disposition of Claims 

4) £3 Claim(s) 14-37 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 14-37 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have. been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 4) £3 Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. 9/30/04 . 

3) ^ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) D Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date 10/5/04. 1/31/03 . % fxoj 0 x ^ 3fX>fo Y**/<>' 6) □ Other: . 

U.S. Patent and Trademark Office " ~ ' ~ '. 

PTOL-326 (Rev. 1 -04) Office Action Summary Part of Paper No./Mail Date 20041 029 
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DETAILED ACTION 
Election/Restrictions 

1 . The amendment filed 10/19/04 canceled claims 1-13 and added new claims 14- 
37. The claims are directed to an antibody binding the protein expressed by SEQ ID 
NO:1, 10, 11, 12, 13, or 16 and a method for binding comprising contacting a cell with 
an antibody that binds the protein expressed by SEQ ID NO:1, 10, 11, 12, 13, or 16. In 
view that this application is a 371 of PCT/US99/19655, the restriction requirement 
mailed 8/27 is vacated. The instant claims are directed to a single product (antibodies) 
and one method of use. As such there would be no restriction set forth, however, if 
other products or methods of use are added a subsequent restriction will be required. 

2. Claims 14-37 are pending and under examination. 



Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 14-37 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

a. Claims 14-37 are indefinite for reciting "native protein" in claims 14-20, 24, 28- 
34 because it is unclear if the phrase means the un-denatured form of the protein or a 
protein that is endogenous to ovarian tissue or cells. 
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b. Claims 28-37 are indefinite for reciting "A method for binding an ovarian 
specific native protein on a cell" because the exact meaning of the phrase is not clear. 
Is the method of detecting the antigen on a cell with an antibody or a method of binding 
an antigen to a cell through an antibody or a method of binding the cell to an antibody or 
some other method? 

c. Claim 27 is indefinite for reciting "derivative of blood" because the exact 
meaning of the phrase is not clear. Does the phrase mean platelets, white blood cells, 
etc? It is unclear how the blood is "derivatized" to obtain that which is claimed. 

Claim Rejections - 35 USC § 101 

5. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

6. Claims 14-37 are rejected under 35 U.S.C. 101 because the claimed invention is 
not supported by either a substantial asserted utility or a well established utility. 

The claims are drawn to an antibody that binds the protein expressed by SEQ ID 
NO: 1, 10-13, and 16 and a method of binding a protein on a cell comprising contacting 
the cell with an antibody that binds a protein expressed by a gene of SEQ ID NO:1 , 10- 
13, and 16. The specification does not teach the expression of the proteins expressed 
by the genes of SEQ ID NO:1 , 10-13, and 16 or that antibodies to the proteins are 
differentially expressed in ovarian tumors. The specification does not teach the open 
reading frame of any protein expressed from SEQ ID NO:1, 10-13, and 16. The 
specification asserts using antibodies to the genes expressed by SEQ ID NO:1 , 10-13, 
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and 16 from which the data to make this conclusion is from mRNA expression of 
cancerous vs. normal tissue (see Table 3 and page 24). One skill in the art would not 
support such a conclusion because those of skill in the art recognize that expression of 
mRNA, specific for a tissue type, does not necessarily correlate nor predict equivalent 
levels of polypeptide expression. In fact, evidence abounds in which protein levels do 
not correlate with steady-state mRNA levels or alterations in mRNA levels. For 
example, Fu et al (EMBO Journal, 1996, Vol. 15, pp. 4392-4401) teach that levels of 
p53 protein expression do not correlate with levels of p53 mRNA levels in blast cells 
taken from patients with acute myelogenous leukemia, said patients being without 
mutations in the p53 gene. Further, Powell et al (Pharmacogenesis, 1998, Vol. 8, pp. 
41 1-421 , abstract) teach that mRNA levels for cytochrome P450 E1 did not correlate 
with the level of corresponding protein, and conclude that the regulation of said protein 
is highly complex. Vallejo et al (Biochimie, 2000, vol. 82, pp. 1129-1133, abstract) 
teach that no correlation was found between NRF-2 mRNA and protein levels 
suggesting post-transcriptional regulation of NRF-2 protein levels. These references 
serve to demonstrate that the analysis of levels of polynucleotide transcripts cannot be 
relied upon to anticipate levels of protein expression. Further, Jang et al (Clinical and 
Experimental Metastasis, 1997, vol. 15, pp. 469-483, abstract) teach that further studies 
are necessary to determine if changes in protein levels track with changes in mRNA 
levels for metastasis associated genes in murine tumor cells, thus providing further 
evidence that one of skill in the art cannot anticipate that the level of a specific mRNA 
expressed by a cell will be paralleled at the protein level due to complex homeostatic 
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factors controlling translation and post-translational modification. In addition, Pennica et 
al (PNAS 95:14717-14722, 1998) provides an example where the copy number is 
amplified but the RNA expression is actually reduced. 

Thus, the predictability of protein translation and its possible utility as a 
diagnostic are not necessarily contingent on the levels of mRNA expression due to the 
multitude of homeostatic factors affecting transcription and translation. 

In addition, the specification does not teach a utility for use of the antibody to just 
any protein expressed by SEQ ID NO:1, 10-13, and 16 can be used for diagnosis or 
detection of cancerous vs. normal samples. 

The instant application has failed to provide guidance as to how one of skill in the 
art could use the claimed invention in a way that constitutes a substantial utility. The 
proposed uses of the claimed invention are simply starting points for further research 
and investigation into potential practical uses of the claimed antibodies and methods of 
using such antibodies. "Congress intended that no patent be granted on a chemical 
compound whose sole 'utility' consists of its potential role as an object of use-testing." 
Brenner v. Manson, 148 USPQ at 696. 



Claim Rejections - 35 USC § 112 



7. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 



The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
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art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

8. Claims 14-37 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, 
since the claimed invention is not supported by either a substantial asserted utility or a 
well established utility for the reasons set forth above, one skilled in the art clearly would 
not know how to use the claimed invention. 

9. Claims 14-37 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This rejection is a written description 
rejection. 

The claims are drawn to an antibody that binds the protein expressed by SEQ ID 
NO:1, 10-13, and 16 and a method of binding a protein on a cell comprising contacting 
the cell with an antibody that binds a protein expressed by a gene of SEQ ID NO:1 , 10- 
13, and 16. The specification does not disclose any protein expressed from any one of 
SEQ ID NO:1, 10-13, and 16. There is no indication of any open reading frame in any 
of SEQ ID NO:1, 10-13 and 16 or where the open reading frame would possibly start 
and end. In addition, it appears that SEQ ID NO:10-13 and 16 are internal fragments of 
SEQ ID NO:1 and the specification only teaches these fragments in the context of SEQ 
ID NO:1 , however, because of the open language of the claims the claims are drawn to 
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proteins expressed by genes comprising SEQ ID NO:10-13 and 16. The specification 
does not have written description for just any gene comprising SEQ ID NO: 10-1 3 and 
16 except in the context of SEQ ID NO:1 . As such the specification does not provide a 
description of the chemical entity claimed. 

Adequate written description requires more than a mere statement that it is part 
of the invention and reference to a potential method for isolating it. See Fiers v. Revel . 
25 USPQ2d 1601, 1606 (CAFC 1993) and Amgen Inc. v. Chuqai Pharmaceutical Co. 
Ltd. , 18USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddles v.Baird . 30 
USPQ2d 1481, 1483. In Fiddles v. Baird . claims directed to mammalian FGF's were 
found unpatentable due to lack of written description for the broad class. The 
specification provided only the bovine sequence. Thus, the specification fails to 
describe these protein sequences. The Court further elaborated that generic 
statements are not adequate written description of the genus because it does not 
distinguish the claimed genus from others, except by function. Finally, the Court 
indicated that while applicants are not required to disclose every species encompassed 
within a genus, the description of a genus is achieved by the recitation of a 
representative number of DNA molecules, defined by nucleotide sequence, falling within 
the scope of the genus, See The Reagents of the University of California v. Eli Lilly and 
Company . 43 USPQ2d 1398, 1406 (Fed. Cir. 1997). 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
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he or she was in possession of the invention. The invention is, for purposes of the 
'written description* inquiry, whatever is now claimed" (See page 1 117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1 116). As discussed 
above, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed polypeptides, and therefore conception is not achieved until reduction to 
practice has occurred, regardless of the complexity or simplicity of the method of 
isolation. Adequate written description requires more than a mere statement that it is 
part of the invention and reference to a potential method of isolating it. The compound 
itself is required. See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) and 
Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddes v. Baird, 30 
USPQ2d 1481 at 1483. In Fiddes v. Baird, claims directed to mammalian FGF's were 
found to be unpatentable due to lack of written description for that broad class. The 
specification provided only the bovine sequence. 

Applicant is reminded that Vas-Cath makes clear that the written description 
provision of 35 U.S.C. §1 12 is severable from its enablement provision (see page 
1115). 

Thus, one of skill in the art would not understand that the applicant had 
possession of the claimed invention at the time the instant application was filed. 
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10. Claims 14-37 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a written description rejection. 

Claims 14-20. 28-34 recite the term "gene". The claims are drawn to a "gene" or 
"genes" encoding a protein. The specification discloses SEQ ID NO:1 and partial 
sequences or fragments of SEQ ID NO:1 as 10-13, and 16, but does not indicate 
regions of the sequences that would normally be associated with "genes". 

According to Genes IV (Lewin et al, Oxford University Press, page 810, 1990), a 
gene is defined as "the segment of DNA involved in producing a polypeptide chain; it 
includes regions preceding and following the coding regions (leader and trailer) as well 
as intervening sequences (introns) between individual coding segments (exons)." From 
the teachings of the specification, however, the nucleic acid sequences appear limited 
and do not include expression control elements that fall under the definition of a gene. 

Thus, one of skill in the art would not understand that the applicant had 
possession of the claimed invention at the time the instant application was filed. 



11. No claim is allowed. 



Conclusion 
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12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Larry R. Helms, Ph.D, whose telephone number is (571) 
272-0832. The examiner can normally be reached on Monday through Friday from 6:30 
am to 4:00 pm, with alternate Fridays off. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Jeffery Siew, can be reached at 
(571)272-0787. 

13. Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center. The 
faxing of such papers must conform with the notice published in the Official Gazette, 
1096 OG 30 (November 15, 1989). The Fax Center telephone number is 703-872- 
9306. 

Larry R. Helms 
571-272-0832 




LARRY R. HELMS, PH.D 
PRIMARY EXAMINER 



